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^pPSTT, ^=T 22, 2001/3m? 1, T92S- 
NEW DELHI, FRIDAY, JUNE 22, 2001/ASHADA 1,1923 


Wiiw 3ttr mR^u *wiui Maiiriti 

M -fe#, 22 ^JjT, 2001 

W.WT.Pt 449(3T).—afNfa TOBTTOT IHifl PlTOT, 1945 TOT 3ltT WtTOT TOT% % toRpTO PwhTtoTTOW, pRf 

4 htoh, aft^fa 3 ?k ronror uihiJI arftrPrrof^^o (1940 tot 23) TOt tott 12 #t tiro 33 uro roro viPwHf tot rofro tori 
^aiWPTTITO'ATO) Wfll?TOH^^WTVtTOT%%9¥’ e ll(l > 'TOTHT-415(0%, '3^?f tJTO3Tf ^ TTHt OHpMHf '311'fobKf 

% wtt rtoPtct i?t% TOt ro^ron %, TTTOTftrcr ftror totctt % afo rof ^ rorcrt % far 3 tot row Irorot' to w ttrcter 

■p P>toto) roro% tot ii'JiHW ro>t rPtot, fiwtf 'ror ^(V+i^Hi urofftro Tfftrorcft %, roronTOt 4 hm«itott^ tronft%, trorroft 

wrfro % totor^ faron Pitot roPtro ; 

arofrr to ^rre, roffrr, wot afa hRbik TO(?to« i ' hu i mh, toto mron, Prefw htot, 3$ ftwt-i 10011 TOt frit tot roroit 

f ; 

Pb-tO’ anfrif to igrorot’ to rot aror row twit 3>t roro^Pfrot ^rt fr toto ftPiRy anfa 3ft roroPd fr ^ roro 
%f, %rofrr ■hour farou rofrft 1 

WOT PH4M 

1. (1) ror Profr" tot frprcr w 3 ?KPt afR 3raTtR nwiO (TwtTOT) f*m, 2001 % 1 


(2 ) ^ tjtotot fr roroiftra Pi>^ roPft 1 


2. afhfa afa totttot rorott Pitot, 1945 rott arg*^ “3” fr roq fr. sto aft* totTO wPm uPrProif % totto^ 
P-iH^nan 3 tto:-wiPto Prto roPtro, «rqt^:— 

sihftrof roirof 

TOT PTTOR #3 3TOFt Wf 

m 5u Vim 

3ftr ^TFrfn^T ^rt 

% frn?; w ^ 

sftw m&R 

acrPiPiTOT % 3T«qro 4 aftr wfH wm; to^ Pirorf % wtor rot 
PiHRriRsd roiff % 3Ttftq i$it ^ Pf# w tJfro % yroiwi to rojpf 

Him 3TOI "TO Wroq^t TOt TO3% % TOt^'H34iP<i 3iPim*4i 

TO^Rft^r^iTrorotf, arrof^:— 
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w fawn. sfR ^raft 'wf 


(1) 3WT iWT TflS. TfRJStPW %% 'SrprfT?) 

3?R/*IT 3T^T <.l«4/i> TT*T SppTTTT HlfR«h'l(| HRI 

facteR % 'HTttpT R ?Rif 3?R TjProrsrf ^ 

S^itl^G I 

( 2 ) T*R XhHM ■’Jprs, WiytflRW 

3^tw 3F*T STFRTTCT R TT^f, WT 3TTi it. ^ 

w m if wiW ^Tf% R soo^jfiifR a#w 

■^lif itri 

(3 ) ’IFPI Wt afR/^JT $iN4*h TRWKt W 3ffR /^T 

■??T mRI'JH % fVjii ai^fRi ^ it it 

fa^IT '511^111 | 

(4) 3=tn ^^itui 'JiiTt fibij. ^ *fit <ii{l<a it if ^i ^St 3tq[R 

% ftPfQ, <it'ii , jf^[ nq» fai ^IT 

T ft^ '^rit 3?R 3fWl^lRw ^IIW 
%=s, yiqfi^ TqTT®q ^ s^Rt^n ^ft TPnfir ^t 

fll(l<a it itT RRT 15<rl TT*! 3f^Tm, yiffyqxfl ^ i4)< 1 e< u i % 

(5) ^ «<«bi<l tw ^SNfrqT stitn w Rmt 7 ! % 7 k, w it R'jpf 

Tm ttpt amt. it. aitw w %it ^ni t, ^ft 

arj^rfiT it 'JTPft % if jjRRRT w: TfJ 'jarT «*i^fl 

'Jilt'll l 

(6) 3t«R 'SrpiTftnT> ■p^TWf 

afR 3 i4^oici tw •qr "o*!^ hn ir i«K^i itr frrc 
Rp=#rft5m TT^fr^it ^R^rRt 7 ^ i 

(*P) 23RI 3?R/qi ^ 1 % RsfZ’it % ^fRlT 3MIH4, RsiTW 3?R 
RfRn % faq xnp -srftiftim r^Rhroi 3R%roRt i w 
TW^t W'nT 3^R iRT^r^TT?# 

Rvssht t^ra^t TiRta w^r it M %, if WRt ^ 

■sRt ^Rffrenr it f^pR^n: itni/itit i 

(3Sf) TWitftPFT f^Rf> TRI a^iRl ^ % MFI 

12T3T R -m (iPlfiid 3?im 3tR 3FJvp!f t, -qriRWM 
4m [2bR1 3T^5P^T T^I <9 T°|i i <tw 1.1 3 3?R SiTR ‘tfi'i 

it Ti R 3F*p TSFT 3T^T8r % I 

(7) WT tWT! T!^. 'W1W Mmfi«b' 

3^R 3TFRIM % 'W ^jrf -R 10 Ti it. itfTarPyT ^iRlTI 
m 3f^t w TfW^m, TTN7-^«RT afR JUfWm: 

ifn w' ^N> artni (^fli<rft) ^ 

TjRwit R Tti»rfT #t 3?R 4 ipitite R e it^« % RN t«rt 

-gfaitTRr wt % atmm % R^ifSi sihI'w^ 

«1«IW1 ^ft "aiitit 3?R ilfi Rvii«bf ^ Tit "311% "=RT x«iiq ^ it 

3gqit^i7 ^tft 12 T5f R w Wiftfffe Wtit^rsPi^Rt 

^t ^ tjtjRtR | 
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^ ^3 fn«IR 3^3 


(8) 3mHen331^51 fl|3TO3*3333*1 
afh >^^IUKrl 33^3^151 aftT iPfR-'il 3331433 

% ^rm 12 39 trm w 

W 'ft 33f^Pwi 11 


( 9 ) wtfrotfR; 33 t^^«b vwftrer 

alft aw me % ■qrsrci, 33 m fl^r araiffer % fttu; 

i^naft % 799 afo m iff ^rqf % tftrr % ^ T#t i 


[33. 1^-11014/3/2001-^hl+tyy 

^M«F 7 J 7 31T, yfaq 


T0? 1<tmur : •q yyi f m u 28-10/453^(1), trrfVar 21-12-1945% 3 nr 9 99 nf^f^^ 43 fa 33 lm' 9 TC' 3 *i 3 

33T:*8T.fl. 242(33) ^mrha 3-4-2001 WI3T?Tt«Bl^IT' r Tqi «HI 1-5-1979 W9*3T TTOtfart afa W«H 33TOft 
1945 3*n^3fr(''3ft^3Fft^iTinm(WWfa^^%3^sfaTO 1940 

3(33-61) ^ y^ilVH STClftfe 11 


MINISTRY OF HEALTH AND FAMILY WELFARE 

(Department of Health) 

NOTIFICATION 

New Delhi, the 22nd June, 2001 

G. S. R. 449(E) — The following draft of certain rules further to amend the Drugs 
and Cosmetic? Rules, 1945, which the Central Government propose to make, 
after consultation with the Drugs Technical, Advisory Board, in exercise of the 
powers conferred by sections 12 and 33 of the Drugs and Cosmetics Act, 1940 
(23 of 1940), is hereby published as required by the said sections for the 
information of all persons likely to be affected thereby and notice is hereby given 
that the said draft rules will be taken into consideration after the expiry of forty- 
five days from the date on which the copies of the official Gazette in which this 
notification is published are made available to the public; 

Objections or suggestions may be addressed to the Secretary, Ministry of 
Health and Family welfare, Government of India, Nirman Bhavan, New Delhi- 
110011 . 

Any objections or suggestions which may be received from any person 
with respect to the said rules before the expiry period so specified will be taken 
into consideration by the Central Government. 
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DRAFT RULES 


1 . (1) These rules may be called the Drugs and Cosmetics 

( Amendment) Rules, 2001. 

(2) They shall be published in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945, in Schedule K, after serial number 

5A and entries relating thereto, the following shall be inserted namely: - _ 

Class of Drugs _ Extent and Conditions of Exemptions _ 

“5B. Whole Human The provisions of Chapter IV of the Act and the rules made 
Blood IP. and/or its thereunder which require obtaining of a licence for 
components , stored for operation of a blood bank or processing Whole Human 

transfusion by a First Blood/^components, subject to the following conditions, 

Referal Unit, namely^ 

Community Health 

Centre, Primary Health (1) The First Referal Unit, Community Health Centre, 
Centre and a Hospital. Primary Health Centre and/or other Hospital shall be 

approved by the State/Union Territory Licensing 
Authority after satisfying the conditions and facilities 
through inspection. 

(2) The captive consumption of Whole Human Blood IP. 
or its components in the First Referal Unit, 
Community Health Centre, Primary Health Centre 
and/or other Hospital shall not be more than 500 units 
annually. 

(3) The Whole Human Blood and/or its components shall 
be procured only from Government Blood Bank 
and/or Regional Blood Transfusion Centre licensed 
for the purpose. 

(4) The approval shall be valid for a period of two years 
from the date of issue unless sooner suspended or 
cancelled and First Referal Unit, Community Health 
Centre, Primary Health Centre or the Hospital shall 
apply for renewal to the State Licensing Authority 
three months prior to the date of expiry of the 
approval. 

(5) The approval shall be automatically deemed to be 
cancelled if the licence of the Government blood bank 
or of the Regional Blood Transfusion Centre from 
where the Whole Human Blood IP. or Blood 
Components procured is cancelled. 

(6) The First Referal Unit, Community Health Centre, 
Primary Health Centre and Hospital shall have the 
following technical staff for storage of blood or its 
components:- 

(a) A trained Medical Officer for proper 
procurement, storage and cross matching 
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of blood and/or its components. He/she 
shall also be responsible for identifying 
haemolysed blood and ensure non-supply 
of date expired blood or its components. 

(b) A blood bank Technician with the 

qualification and experience as specified in 
Part XII B of Schedule F or persons having 
experience of not less than two years in a 
licensed blood bank for blood grouping and 
cross matching. 

(7) The First Referal Unit, Community Health Centre, 

Primary Health Centre and Hospital shall have a 
minimum area of not less than 10 sq. metres of 
covered area. It shall well lighted, clean and 

preferably air-conditioned. Blood bank refrigerators 
fitted with alarm device and recording thermographs 
of appropriate capacity shall be provided to store 
blood units between 4°C to 6°C and if the components 
are proposed to be stored, specialized equipments as 
specified in Part XII B of Schedule F shall also be 
provided. 

(8) The First Referal Unit, Community Health Centre, 

Primary Health Centre and Hospital shall maintain 
records and registers including details of 

procurements of Whole Human Blood I.P. and/or 
blood components, as required under Part XIIB of 
Schedule F. 

(9) The First Referal Unit, Community Health Centre, 
Primary Health Centre and Hospital shall store 
samples of donors blood as well as patients sera for a 
period of seven days after transfusion". 

[No. X-l 1014/3/2001 -DMS & PFA] 
DEEPAK GUPTA, Jt. Secy. 


Foot Note :—The Principal Rules were published in the Official Gazette vide notification 
No. F. 28-10/45-H(l) dated 21-12-1945 and last amended vide G.S.R. 242(E) 
dated 3-4-01. The Drugs and Cosmetics Rules, 1945 as amended up to 1-5-1979 is 
contained in the publication of the Ministry of Health and Family Welfare (Department 
of Health) containing the Drugs and Cosmetics Act, 1940(PDGHS-61). 
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